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64 FederalRegistq 45932, August23, 1999

DearSir or Madam_:

Tbe Nationa!FoodProcassmsAssociation(NFPA)submitsthe following
commentsto the docketreferencedabove. NFPA previouslyfi!edcomments
to this docketon January25, 1999. Amongother subjects,NFPAprovided
corrunemsrelatedto the proposedmethodfor assuringcompliancewith the
healthclaimon soyproteinandcoronaryheartdisease

NFPAis the principalscientifictradeassociationrepresentingthe $460billion
foodprocessingindus~. Withthree laboratorycenters, NFPAis the kading
authorityon N scienceand safetyfor the fGodindustry. For morethan 90
years, the food industryhas reliedon F(FPAfor governmentand regulatory
affairsrepresentation,scientificresearch.,technicalservices,education,
corrmmkations, and crisis management.

?N13?Asupportsthe establishmentof the healthclaimregardingsoy proteinand
corona~ heartdisease,and we supporthe Mad availabilityof this health
claim-.NFPAhas reservations,however,concerningthe proposedcompliance
methodology,whichwe e!aboratein detailbelow.

98?-0683



Assuring Cmnp!ian.cewith SOY Protein ContenI EligibilityCriterion-- Records
Access

NFPAOPPOWthe prwision of the proposedregulation(proposed21
CFR3UMJ12(c)(2)(iiXB))that wouldcreateFDA recordsimpectkmauthority
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for assuring compliance with the soy protein eligiii!hy criterion for the health

claimfor productsthat containa sourceof prowin other than soy, NFPA
believesthat this proposedprovisionfor cornpliameis craftedin an overly
broad rnan.ner.NFPAproposedan akern.ateapproachfor compliance,along
with Wernate regulato~ language. NFPAdoes not objectto the cornpli.ante

.
/
procedureoutlinedin the sarn.esubsection.for productswhoseso!esourceof
proteini.ssoy.

NFPA.,on.behalfof its rnem.hers,consistentlyand vigorouslyhas maintained
that FDAdoesnot havebroad recordsinspectionauthority,witha few
explicit,statutorilyauthorizedexceptions, Mostrecently, in VM6,NFPA
cornm-entedin strongoppositionto the proposedru!.eregardingauthorized
recordsaccessduringestab!ishm-enli.mpeetionsto determinesuppmtfor
certaintypesof nutrientcontentclaimsand health c!ai.ms.Thosecomments
(DocketNo..95N4N03,61-FederalRegister3885, February2, 1996)were
fi!edApril 17, 1996. We reiteratethe positionexpressedin thosecomments
as regardsthis proposedrule,

FDA historically has acknowledged that it !acksstatutoryauthorityto inspect
generalfoodplant records, for examp!e,in the preamblesto the nutrition
labelingruie and the proposed Me regardingrecordsinspeeti.onto determine
supportfor certainhealthc!aimsand nutrientcontentclaims(58 ~ 2079 at
2110 (January6, 1993);61 FR.3885at 3887 (February2, W%)); see also
FDAoversight -- F@ InsIZ&n.: HearingsBeforethe Mbeonm on Public
HealthandEn.vhwnmentof the HouseCornmtcmInterstateand Foreign
Commerce,92d Ckmg.,1st S%s. 130131 (1971)(FDA&mau of Foods
Direetor,VirgilWodicka,stating, “the Agencyhas a numberof timesasked
for [records]authotity .+. and the Congresshas never felt that this wasa
neeessaryauthority. As a consequence,we are able to look at ., t reccwds
only from-thosecompaniesthat will voluntarilyshowthem”); ~ood Mfetv and
NutritionAmendmentsof !978: Heatingson HtR, 10358,H..R,42, H.R..
2180, H.R. 3290, ELR.S 173,and H.R. 5361(and Al!OtherIdenticaland
SimilarBills)Beforethe SUbcomm.on Healthand the Environ-rn-entof the
House Cornrn.. on_Interstate and Foreign Commerce, 95th Gong., 2d Sess.310
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(1978)(FDAChiefCounselRichardCooperstating“f~ processorswe not
quked to permitFDAto inspectfoodprocessingmxordsthat maybear on
whetherproductsare adulteratedor misbranded”),

WhereCongresshas deemedrecordsinspectionto be importantto the effective
. implementationof the FederalFood, Dug, and CosmeticAct(ITDCA), it

has providedspecific,statutoryauthority,as is the case, for example,with
infantfcmmula,prescriptiondrugs, and restrictedmdical devices. See94
!&at.11-90(1980),76 Stat. 780 (1962),90 Stat, 539 (1976). These
amendmentswouldnot havebeennecessaryif broad recordsinspection
authoritywasprovidedimplicitlyin either the general inspectionprovisionsof
FFDCAsection704(a)or undersection701(a),

The casescitedby FDAin the preambleto the currentproposedrule provide
no supportfor its proposal. h T“Uet Goo@ Amck4tibQ V. Cimha, W U.S.

1S8, 163-64 (1967), the SupremeCourthe!dthat the casewas not ripe for
review and never reached the questionof FDA’sauthorityto inspect
manufacturingfacilitiesand processes. N“tiQnul Cb@ectioners Association v.
Gd@no, 569 F.2d 690 (R.C. Cir. 1978)concernedrecordk~ing
requirementsandprovidesno supportfor FDA’sproposa!that it mayinspect
food records.

NFPAdoes not disputeFM’s assertkmthat informationknownto fml
processorswouldbe neededto demonstratecompliancewith.the soyprotein-
coronaryheartdiseasehealth.claimeligibilitycritericmfor productscontaining
a proteinsource(s)in additionto soyt NFPAand its membersrecognizethat it
is the foodpmcessm’sresponsibilityto be abte to substantiateall claimsmade
on food labelsand in !abelingand advertising. Mcognizingthe
manufacturer’sresponsibilityfor the substantiaticmof claims,however,is
quitedifferentfromacquiescingto FDA’screationof regulatoryauthorityto
imspeetandcopy anyrecordsthe Agencydeemsnecessaryto substantiatethose
claims. NFT’A.urgesFDA to consider,in finalizingthis proposedrule, that
the necessarysubstantiationmaybe providedthroughan alternateapproach.
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In thoseinstanceswherelabelingprospectivelybearsa soy protein- coronary
heartdiseasehealthclaim, fbodcompanieswill recognizeit is in theirbest
interestto providethe substantiation.for the claimto FDAuponrequest. The
extensiveenforcem-entpowersof the Agency,includingstrkt criminal
l.iabilky,injunction,and seizure,providea powerfulincentivefor

. manufacturersto assurethe truthfulnessof product!abe!ingand to provide
informationsubstantiatingall labelingclaims. The foodprocessingindust~
I.onghas beenresponsiblefor the accuracyof all food labelinformation. In
the past, and at the presenttime, IT&l’squestionsabout MM ekxnentshave
beenansweredthroughindustrycooperation.

[n testimonybeforeCongress,FDA has acknowledgedthat the food industry
cooperateswithNM in this way. For example,FDACommissionerLarrick
statedthat, despitethe Agency’slackof recordsinspectionauthority,“the
greatbulk of Americanindustrydealswith[the Agency)forthrightlyand does
not hesitateto giveup [the] informationTIM needs]” on a vohmtarybasis.
Drug lndustry Actof 1962: Hearingson H.I?, 11581and H,Il. 11582Before .,
the HouseComm.on InterstateandForeignCommerce,87thCong., 2d Sess.
60,73 (1962),

NFPAbelievesthatvirtuallythe entirefoodprocessingindustrycontinuesto
cooperatewithFDAin th~smanner,subjectonly to industrymembers’
insistencethat FDApresent its requestsfor informationby letter t~ the
company’sheadquarters,rather thandistractproductionfacilitypersonnelfrom
their tasksby presentingsuchrequestsin the courseaf facilityinspections.
Sincethe vast tnqjorityof industrymembersmaintainat headquartersfacilities,
and not at their plants, the typeof informatkmFDA wouldbe seekingin this
situation,NFPAbetieve$that thk approachreasonablybalancesthe Agency’s
needto obtaininformationwith the company’sneed to conductits businessin
an-orderlyand predictah!efasklon.

Accordingly, NFPA be!ieves that it wouldbe reasonablefor FDA to developa
final rule that directs food processorsto substantiateany soyprotein-coronary
heartdiseasehealth claim that they may make on a Iabe! or in kibel.ing,and to



.
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providesubstantiationto FDAwithina reasonableperiodof timefollowingthe
submissionof a writtenrequestfor the informationto the cornpan.y’s
headquartersfacility. This akernativeapproachwouldservicethe purposeof
providingFDAaccessto the necessaryrecords, withoutpurportingta createa
broadrecordsinspectionauthoritythat i.snot cciuntenancedunder the IWDCA
and is not necessaryfor the efficienttmforcementof the Act,

lNFPApaints out that FDA hasadoptedan alternateapproachfor compliance
with fad claimscriteria in severalplacesin regulations,mostnotablyin the
complianceprovisionsfor the basisof nutrientreferencevaluesin cmnparative
nutrient content claims, at 21 CFR 5101t13(j)(ii)(Ahand in compliance
provisions for nutrientcontentclaimsand healthclaimsmadefor restaurant
foods, in 21 C.FR$$101.K3(q)(S)(ii)and 101.14(d)(2)(viiXB).In.these
subsecti.oos,the firm that makesthe claimis responsiblefor maintaining
substantiationthat the f~ qualifiesfor the c!aim, andthe firm.is requiredto
makethis substaatiaticmavaikibleto appropriateregulatoryof%ia!s upon
request. The Agencyestablishedthesecwnplianceprovisionsunder its general
statutoryauthorities;no specialauthorizationwasrequired. It is this approach
that NFPAenvisicmsas an.idealapproachfor compliancewith the conditions
of the soy protein- coronaryheartdiseasehealthclaimin those instanceswhen
the proteincontentof the food includessourcesin additionto soy,

To effectuatethis approach,NFPArecommendsthat proposed
51.0L82(c)(2)(ii)@)& amend~ ~ ~d N fol~aw~:

FDAwill assess qua@ing levelsof soyproteinin the
followingfashion:FDAtill measuretotalprokin contentby
the appropriatemethodof analysisgiven in the “Ofllcial
Methodsd Analysisof the ACh%CInternational,”as described
at 21 Cl% 101.9(c)(7).Interestedpersonscan obtaincopiesof
the “OfficialMethodsof Analysisof the A(IACl.ntemationa(”
fi-omthe Associationof official AnalyticalChemists,481 North.
FrederickAve., Suite500, Gaithersburg,MD 20877-2S04,or
may examine copiesat the Cenlerfor Food Safetyand Applied
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Nutdtkm’sLibrary,200 C N. SW., Rm. 3321,Washington,
IX, cmat the Ofllceof the FederalRegister,40QNorthCapitol
% NW,, Suite700, Washington,LX. For productsthat contain
no sourcesof proteinother than soy, FDAwill considerthe
amountof soyproteinas equivalentto the totalproteincontent.
For productsthat containa sourceor sourcesof proteinin
additionto soy, FDAwill, usingthe measurementof total
protein content, calculate the soy protein content based on the
ratia of soy protein ingredientsto total proteiningredientsin the
product. FDAwill base its calculationon informationsuPPkd
by manufacturers,suchas nutrientdatabases or analyses,
recipes or formulations,purchaseorders for ingredients,or any
other informationthat reasonablysubstantiatesthat the soy
proteincoatenti.sin compliancewith this regu!ati.om
Informationsufficientto substantiateany suchclaimmustbe
availablefor w longas the productbearingthe claimis
marketed. In addition,uponwrittenrequestto a manufacturer’s
Corporate headquarters!ocation,the tnan.ufacturermustwithin
thirty (30) daysd receivingthe request, supplysuch
substantiatingrecordsor informationto FDA.

,
.
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NFPAnotesthat, in additionto providingFDA, uponrequest,with
informationregardingsubstantiationof the claim, fbodprocessorsmay, on a
voluntarybasis,present informationon the foodlabelor in labelingthat may
supportthe claimand facilitatean FDAcorn~!i.antereview, Thisadditional
voluntaryinformationcouldtakethe formof statementsabout thepercentage
compositionof soyproteinin a servingof food. Suchan approachwouldalso
provideusefulinformationto consumers,who, in the caseof fmMswith
proteinsourcesin additionto soy, will not be ableto rely cmthe nutritionlabel
declarationof proteinto providecompleteinfmnatian on soy proteincontent.

NFPArepeatsits recommendation,expressedin the January 1999comments
on the proposedhealthclaim, that FDA, in cooperationwith the industryand
AOAC,shouldinves@ateimprovementsto this soyp~oteinanalyticalmethod
so that ultimatelyit can be usedas a reliab!emeansto determinescientifically
the amountof soyproteinin the food thatbear the claim. blotonlywouldthis
approachenhanceenforcementof the claim,but food companieswouldbe able
to use a reliablescientifictechniqueas a qualitycontrol, to affhn the amount
of soyproteinin the food, and therebyensurethat the claimis truthful.

TechnicalIssueRegardingthe NutriticmLabe!ingDeclarationof Protein

The proposedrule has elicitedseveralquestionsfromNFPAmembers
regardingthe nutrientdeclarationof protein. It is clear that foodprocessors
makingthe soypratein - coronaryheartdiseasehealthclaimwauldbe required
to declarethe correctedamountof protein, and percentDailyValueof protein,
cmtheir nutritionlabels, in accordancewith21 CFll 3KJIt%c)(?l(i).

Proposed 51(?I.82(c)(1)requirescompliancewith the requirementsof
3101.14,the gen.era[rules governinghealthclaims,and 5101,14(d)(3)requires
compliancewith nutrition!abelingrules of 5101.9. The effectof the
requi~ementto correctthe amountof proteindeclaredon the nutritionlabel
will mean, in nearly all cases, the amountof proteindeclaredwill be lower
than the quantityof proteinpresentin the foodproduct. T.nsomeinstances,
this rn.aycausethe declarationfor proteinin NutritionFacts to be lowerthan



?Wiona!Wod Processors Association

DocketNo. 98P-(W33
September21, NJ99
Page9

theam-ot.mtof soyproteinneededto quali~ for the healthclaim. This is
particuhidythe casewhenthe sde sourceof proteinin the food is soy protein.

In order to ctarifythis issuefar the food indust~, NFPArespectfullyrequests
that FDA e!aborateon this point in the preambleto the final rule. In

. particular,withrespectto soyproteincontentcompliance,NFPAurgesFDA
to clari~ that compliancewith the conditicmsof the soy protein- coronary
heartdiseasehealthclaimis to be basedon the actualamountof soyprotein
presentin the faod, in accordancewiththe appropriateAOACmethodfor total
proteincontent,or in accordancewithcomplianceproceduresfor foods
containingsoyand additionalproteinsources,and not on the amountof
proteindeclared m the nutrition. label..

Thankyou for this opportunityto commenton these importantmatters.

Sincerely,

ReginaHildwine
Director,Food Labelingand Standards
RegulatoryAffairs


